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Amendment filed August 7, 2009 
Reply to OA dated May 7, 2009 

REMARKS 

Claims 1-20 are pending in this application. Claims 1,2,5,9-14, 16, 17, 19 and 20 are canceled 
without prejudice or disclaimer, and claims 3, 4, 6-8, 15 and 18 are amended herein. Upon entry of this 
amendment, claims 3, 4, 6-8, 1 5 and 1 8 will be pending. Entry of this amendment and reconsideration of 
the rejections are respectfully requested. 

No new matter has been introduced by this Amendment. Support for the amendments to the claims 
is discussed below. 

Claims 1-20 are rejected under 35 U.S^C. 101 because this claim [sic] reads on the 
organism per se which is found in nature and thus, is unpatentable to applicant (Office action page 
2) 

The rejection is moot for claims 1, 2, 5, 9-14, 16, 17, 19 and 20, which have been canceled 
without prejudice or disclaimer. The rej ection of the pending claims is overcome by the amendments to 
the claims. Specifically, claim 3 has been amended to be limited to "Lactobacillus casei strain FERM BP- 
1 0059 (FERM P- 1 9443)." Applicant refers to the Examiner's comments at the bottom of page 9 to top 
of page 1 0 of the Office action regarding "specific strain Lactobacillus casei FERM BP- 1 0059." All of 
the pending claims are now ultimately dependent from claim 3. 
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Claims 1 , 2, 4-8 and 1 1-20 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. (Office action page 3) 

The Examiner notes the limitations on theZ. casei species in claims 1 and 2, but states that "the 
specification only provides guidance for one specific strain designated as PERM BP- 1 0059 (PERM P- 
19443)." 

The rejection is moot for claims 1, 2, 5, 11-14, 16, 17, 19 and 20, which have been canceled 
without prejudice or disclaimer. The rejection of the pending claims is overcome by the amendments to 
the claims. As discussed above, claim 3 has been amended to only recite the specific strain PERM BP- 
10059 (PERM P-19443), and the other pending claims are all ultimately dependent fi-om claim 3. 

Claims 3, 9 and 10 are rejected under 35 U.S.C. 112, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to enable one skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. (Office action page 4) 

The Examiner questions whether the deposit of PERM BP- 1 0059 (PERM P- 1 9443) meets all of 
the requirements of 37 CPR 1.801-1.809. 
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Applicant notes that the material of FERM BP- 1 0059 was already accepted for deposit by an 
International Depositary Authority (EDA) under the Budapest treaty before the filing of the present 
application, and that the requirements of 35 U.S.C. 1 12, first paragraph, are therefore met. 

Applicant notes, however, that the specification did not state two of the items in 37 CFR 1 .809(d): 
(2) The date of the deposit and (4) The name and address of the depository. Applicant therefore here 
amends the specification (at page 9, line 1 5) to include items (2) and (4) for the deposit of FERM BP- 
1 0059. The Viability Statement and Certificate in the Case of an Original Deposit for this deposit are 
attached to the present Amendment, for the Examiner's reference. 

Claims 1-20 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite. 

(Office action page 6) 

The Examiner states that the recitation oVK Lactobacillus casei species" is confiising. This 
portion of the rejection is overcome by the amendments to the claims, which have been amended to refer 
to FERM BP-10059 as di Lactobacillus casei strain. 

The Examiner refers to the conditional clauses in claim 1 , and notes, for example, that limitations 
(2) and (3) do not specify the media, conditions, and£. coli strain used. This portion of the rejection is 
moot in view of the cancellation of claim 1 without prejudice or disclaimer. 
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The Examiner states that in claim 2, it is uncertain what constitutes *Svidely-used antibiotics." This 
rejection is moot in view of the cancellation of claim 2 without prejudice or disclaimer. 

The Examiner states that in claims 4-6 and 1 1 - 1 4, the recitation of "as a primary active ingredient" 
is unclear. This portion of the rejection is overcome by the amendments to the claims, which have deleted 
this recitation. 

The Examiner states that claims 7-9 and 1 5-20 are indefinite in the recitation of the process step 
"is applied ..." in the composition claim. This portion of the rejection is overcome by the amendments to 
the claims. Claims 7,8,15 and 1 8 have been rewritten as method claims. Support for this amendment 
may be found in the original claims, and, for example, in Example 16, beginning on page 89 of the 
specification. 

Claims 1-20 are rejected under 35 U.S.C. 102(b) as being anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Hata et al. (U.S. Patent No. 4,314,995). 

(Office action page 7). 

The Examiner cites Hata et al. for disclosing ''a Lactobacillus casei strain which appears to be 
identical to the presently claimed strain . . . since it similarly is resistant to bile and produces an antibiotic." 
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Reconsideration of the rejection is respectfully requested in view of the amendments to the claims. 
As discussed above, claim 3 is now limited to ''Lactobacillus casei strain PERM BP- 1 0059 (PERM P- 
19443)" and the other claims are dependent from claim 3. 

Hataet al. discloses pharmaceutical lactobacillus preparations, and discloses "single or plural strains 
of Lactobacillus having special characteristics Five specific strains are recited in the reference: F.R.L 
Nos: 1946,2779,2780,2781 and 2782. It is not completely clear from Hataetal. how these strains 
were obtained. 

Hata et al. does not appear to identify the obtained stains as L casei. Applicant submits that there 
is no basis for the assumption that any of the five strains in Hata et al. is identical to PERM BP- 1 0059 
(PERM P- 19443), to which the present claims are limited. 

If, for any reason, it is felt that this application is not now in condition for allowance, the Examiner 
is requested to contact the applicants' undersigned agent at the telephone number indicated below to 
arrange for an interview to expedite the disposition of this case. 
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In the event that this paper is not timely filed, the applicants respectfully petition for an appropriate 
extension of time. Please charge any fees for such an extension of time and any other fees which may be 
due with respect to this paper, to Deposit Account No. 01-2340. 

Respectfully submitted, 



KRATZ, QUINTOS & HANSON, LLP 



DAG/xl 

Atty. Docket No. 060076 
Suite 400 

1420 K Street, N.W. 
Washington, D.C. 20005 
(202) 659-2930 




Daniel A. Geselowitz, Ph.D. 
Agent for Applicants 
Reg. No. 42,573 
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Enclosures: Receipt in the Case of an Original Deposit (FERM BP- 10059), with English Translation 
Viability Statement (FERM BP- 10059), with English Translation 
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BUDAPJiST TKBATY ON THE INTIiRNATlONAL 
KECOGNmON OF THE DEPOSIT OF MiCROOHOANiSMS 
FOR THE PURPOSES OF PATENT PROCEDURE 

RECEIPT IN THE CASE OF AN ORIGINAL DEPOSIT 

issued purswaiu lo Rule 7.1 by ihe INTERNATIONAL 
DJ-:POSiTARY AUTHORITY idomificd al the botlom of thi. paeo. 



BHPH-SL-C 



PERM BP- 10059 



IV. f^^lf MJgfiiDSrSfi 



( W-m 15 if- 7 ;3 22 iniC^^gTsj^i^fcFERM P - 19443 X^iM^) 



International Patent Clean 
National Institute ofAdva 



^nism Depositary jillinlOjd ^llp^^^^ 

need Industrial Science and Tcciina((^)^v£Sip^i^^^ 



Dr. Masakazu Yameoka. DirecttrH- — 




AIST TsuUuba Central l>. 1-1, Higashi i-choinc Tsukuba-shi 
Ibaraki-ken 305-8566 Japan 
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INTERNATIONAL FORM 

BUDAPEST TRI2ATY ON THE INTERNATIONAL RECOGNITION OF 
THE DEPOSIT OF MICROORGANISMS FOR THE PURPOSES OF 
PAT12NT PROCEDURE 

RECEIPT IN THE CASE OF AN ORIGhNAL DEPOSIT 

issued pursuant to Rule 7.1 hy the INTERNATIONAL DEPOSITARY 
AUTHORITY identified at the bottom of this page. 

Name : BHPH Company Limited (President: Tadayo HATA) 
Address : Post Office Box N7117, Nassau, Commonwealth of Bahamas 



I. Microorganisms 



(Reference niunber of an deioositor) 
BHPH-SL-C 



(Deposit number) 
FERMBP-10059 



2. Scientific property and classification 



The following document<5 were attached with microorganisms of column 
L 

■ Scientific j>roporty 

■ Classification 



3. Receipt and deposit 



The above-mentioned INTERNATIONAL DEPOSITARY AUTHORITY 

has received the microorganisms of column 1 on 

(date of an original deposit) and recognizes the deposit. 



4. Receipt of an request for a transfer 



The above-mentioned INTERNATIONAL DEPOSITARY AUTHORITY 
has received the microorganisms of column 1 on July 22, 2003 
(date of a domestic deposit). 

(transferred from P- 19443 deposited on July 22, 2003) 



5. International Depositary Authority 



Dr. Masakazu Yamaoka, Director 
Internationa] Patent Organism Depositary 

National Institute of Advanced Industrial Science and Technology 
AIST Tsukuba Central 6, 11, Higashi Ixhome, Tsukuba-shi, 
Ibaraki-ken, 305-8566, JAPAN 

^ July 7, 2004 
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BUDAPK^ST rRiiATY ON I MB INTIiRNATlONAL 
RliCOGNITION Of THE DEPOSIT OF MICR001?GAN1SMS 
l^'OR THK PU«POSliS 01- PATENT PROCBDUKl* 

RBCBIPT IN THLi CASl-. OF AN ORIGINAL DEPOSIT 

issued pursuonl lo Rule 7.1 by the INTERNATIONAL 
DEPOSITARY Airn-IORI'I^ idcnlifiod oi ihe boUom of this paflc. 



for* T 



3.^#Ki'oivK^* 



FBRM BP- 10059 



i 



lilD 



liUernntiojuvl Patent Organism D«positary 
National Institute of Advanced Inxiustrial Science an; 




for 4?, 



Dr.Masakazu Yamaoka ; DiMl^^y^ll^^^^ 

AIST Ts.ukuba Central G. lligashi 1-Chomc Tsukuba-shi. 

Ibai aki- ken 305- 8566 Japan 
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IN1.1SRNATI0NAL FORM 

13UDAPEST TREATY ON THE IN'J^EliNATlONAL RECOGNITION OF 
THE DEPOSIT OP MICROORGANISMS FOR THE PURPOSES 01? 
PATENT PROCEDURE 

VIABILITY STATEMENT 

issued pursuaxit to Rulo 1.0.2 b.y the INTERNATIONAL DEPOSITARY 
AUTHORITY identified on tlie following. 

Name : BHPH Company Limited (President: Tadayo HATA) 
Address : Post Office Box N7H7, Nassau, Commonwealth of Bahamas 



1. Depositor 



Name : BHPH Company Limited (President: IVidayo HATA) 
Address : Post Office Box N7117. Nassau. Commonwealth of Bahamas 



2. Microorganisms 



Deposit number : PERM BP- 10059 
Deposit date : July 22, 2003 



3. Results of existence examination 



As a result of existence examination of a microorganism of column 2, 
performed on April 16, 2004, the microorganism was 
■ existing. 

□ not existing. 



4. Conditions applied for the existence examination, 
in case of only a negative result 



LI Du])lication of a record of microorganism conditions ... one sheet 



6. luternatiojiai Depositary Authority 



Dr. Masakax.u Yamaoka, Director 
International Patent Organism Depositary 

National Institute of Advanced Industrial Science and l\ichnology 
AISTTsukuba Central G. 1-1. Higashi I chomo. Tsukuba shi. 
Ibaraki-ken, 305-81)60, JAPAN 

April 16, 2004 



